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sICHUAN NIGALE BIOTECIINOLOGY Co” Ltd。
四川南格尔生物科技有限公司

Product Clertincati。 n

产品报告

Quality record number: JL-zL-342-02

质量记录编号:JL-zL-342-02

1.Product inforlllation

1.产品信息

2.1rest

2.测试

RefNun1ber

货号
AsN00P4117

ProductiNalne

产品名称

Disposable Plas1naApheresis set

一次性使用单采血浆分离器

Lot Number

生产批号
4117241017

I)ate ofManufacture

;生产日期
17/10/2024

b江odeI Number

型号
Pˉ4117

sterile Load Nuim~ber

灭菌批号

2410181

2410183

2410182

2410185

Product description

产品描述

Boiwl■ /Tubing■ /Bag■ /Bottle□ /ˉN^eedle□

分离杯/血浆管路/血浆收集袋/血浆收集瓶/静脉穿刺器

I∶)ate of sterilization

灭菌日期
18/10/2024

Quantit)′

数量
20050

Expiration Date

有效期至
16/10/2028

Type of sterilization

灭菌方法
EO

Control and Tests

检验项目

ReferenGe

检验方法

Ⅱ AcGeptable Limits

可接受限度

Results

检验结果

P”sical Tests

物理性能

ISC)3826。 1∶2019+

Internal b江 ethods

Mustbe Ⅵitllinhe limits hdicated foreac11Test

必须在每项测试规定的限制范围内
PASS

Leakage controls

密封性

Is(E)3826-1∶2019+

Internal Methods

No leakage is a11owed on visual inspection

目视检查不允许有泄漏
PAss

Tlensile strength ofline

Connectors

强度

Iso3826-1∶ 2019+

Internal Mcthods

Mustresist a pull force of20 N for 15 s.

必须承受 20N的拉力 ,持续 15秒
PAss

LAL-Test

细菌内毒素

EP) 2.6,14 2018∶20614

Method A

<0.5I1J/n11

小于 0,5E1J/1nl
PAss

sterility Test

无菌

EI)2.6.12011:20601

】巳I)  5,1.2  2017∶ 50102

⒋1-1,E曲ylene oxide

sterili咧ionATCC 9372

Must be sterile

应无菌生长

`sTER·

ILE

嘛
Water-soluble extracts

水溶出物
EI)3,3.52020∶ 30305

M11st“ wimh~the血Ⅱ‘indi0憾Ve删凄st
■
~、
``~   .梗撼赞亏:|`∷ `

必须在每项测试规定的阝朗晖葸翱内参锱I· 1到卜ss
Residua1 EO

环氧乙烷残留量
EP2.2.282023∶ 20228

Must“ wi洫机lilllits indic趔翻蜜睁痴
必须在每项测试规定的限制汨阚庐《里)ˉ
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sICHUAN NIGALE BIOTECHNOLOGY Co” Ltd。
四川南格尔生物科技有限公司

2.1小ligale stcrile disposables are Ⅱlanufactured nr。∶m.rnaterials tested and ccrtined t。 be safe for usc

in short dtIration(less than 24 hours)circulating blood contact applications.Fluid path materials

meet European Pharmacopoeia standards and mect the requirements br biocompatibility and

biological sa戈 ty。

2.2.Physical Testing

The standards ofthe NlvIPlA G· ood lvIanufacturing Practices are Irlct.P· VC tubing and bags

colrespond to EP/DAB VI1.2.1.1 and VI2.2.2.2.

2.3.sterility and Pyrogenicity

The product is sterile an.d pyrogen-n·ee.It rneets the require1ments ofEP.The sterilization process

has been validated following EN IsC)11737.2-2020 Guidelines.

Nigale,hereby,certines that the listed batch 1neets all above 1nentioned requirelnents and all Nigale

denned requircments允 r per允nnancc,safety,sterility and pyrogenicity.

I ccrti灯 that appropriatc controls are in placc to assurc to rclease of

product for distribution and that the authorization to is lilnited and

controlled.′ The above products are according to 93/4|

Name姓名:He Title OC Manager Date日 期∶  (∶)ctober 29.2024

Add∶ No.28 Kuixing ROad,Jianyang,sichuan,PR.China,641400

地址:中华人民共和国四川省简阳市奎星路 28号 ,641400

Fax∶ +̄ˉ862885195886

Tel∶ +̄ˉ862885130655

拉验专用
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